ANALYST WORKSHEET Triamcinolone AC 40mg/ml 

3. SEALS g INTACT 4. DATE RECEIVED 5. RECEIVED FROM 

□none □ broken 19 Oct 12 Drusilla M. Morrison 

7. DESCRIPTION OF SAMPLE 

The sample consists of one plastic bag officially sealed “717145 10/17/12 James P. L 
brown paper bag.. The paper bag is identified “717145 10/1 7/12 53 TRI 2ml” and “L« 
unidentified vials of product. 


10/17/12 James P. Lewis Jr. Investigator” that contains or 
53 TRI 2ml” and “Lot A 08172012@60” and contains 53 


□ NOT APPLICABLE DECLARE/UNIT 2 ML (40MG/ML) 

□ NOT DETERMINED AMOUNT FOUND 


ORIGINAL(S) SUBMITTED 


I 10. SUMMARY OF ANALYSIS 


CONTAINER: Clear a 

crimp cap with red dust cap 


in diameter enclosed with a silver colored 


I LABELING: Commercially printed white/green label with black print glued directly to the vial 
CODE: The code “08172012@60 is printed in black ink directly onto the package and vial labels 
PRODUCT: Suspension with white colored precipitate 


ANALYSIS: Twei 


x subs tested individually for sterility 


METHOD: USP 35/NF 30, Chapter <7 1 >, Sterility Tests-Direct Inoculation. See p, : 


' for additional methodol 


RESULTS: Growth recovered from subs 5 
Mold recovered from subs 5, 6, 15, and 16. 


and 16 from sub-cultured plates. S. capjtis recovered form sub 1 


1 1 . RESERVE SAMPLE 

The reserve sample consists of one plastic bag officially sealed “717145 23 Nov 12 Michael E. Maselli that contains one 
brown paper bag not further identified. The bag contains 26 unidentified and intact vials and 27 unidentified and empty v 
The labels for three subs have been removed and submitted along with the analyst’s worksheet. 
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ATTACHMENT(S): A1-A3 


FDA_E00412423 


GENERAL CONTINUATION SHEET 


Triamcinolone AC 40mg/ml 


SAMPLE NUMBER 

717145 


Analytical Protocol (Direct Inoculation) 

Sterile media, equipment, and supplies are used during analysis. Media are Fluid Thioglycollate (FTH) 
medium and Soybean Casein Digest (SCD) broth. Media volumes are 100 mL in 120 ml screw-cap 
bottles. Fluid Thioglycollate medium is incubated at 30-35°C and SCD broth is incubated at 20-25T. 
Both media are incubated for 1 4 days. 


Analytical Procedure (Direct Inoculation) 


Sample setup performed on 
J. Sample Set up: 


. The outside of the vials are disinfected by submerging in 10% sodium hypochlorite/sterile water 
lor approximately A hour. The vials are then allowed to dry under clean room conditions. 

” The outside of the vials are further disinfected by spraying with sterile 70% ethanol. The vials 
are allowed to dry under clean room conditions. 

. The vial dust cap is aseptically removed with sterile forceps and the vials are dipped in sterile 
iodine tincture. The stoppers are then flamed. i?~x) , 2 , , 

■ Approximately 1 ml of product is drawn out of the vials^with *a sterile syringe and ~ 
injected into respective bottles/tubes of SCD and FTH. Media bottles/tubes are disinfected as 
described m steps 1 and 2 above. One drop of product is also used to inoculate Malt Extract 
Agar. 

. Bottle/tube tops are covered in parafilm and the bottles are transferred to the respective 
incubators. 

■ slruc , k t0 Malt Extract Agar, modified TSA, and to MacConkey Agar upon completion of 
14-day incubation 

. System Control: A 120 ml vial filled with 100 mL sterile water was used as a system 
control. 

1. The vial of sterile water is disinfected as in test. 

2. Approximately 2.5 ml of water is removed (2x) with sterile syringe and transferred 

to FTH and SCD media bottles/tubes. The bottles/tubes are covered in foil transferred to the 
respective incubators. 

- Laminar flow air in clean room. 

1 . Exposed agar plates - Three open Petri plates containing TSA is exposed to work 
environment during the sterility test. The plates are incubated for 14 days in the respective 
incubators. 

2. Active air samphng-One TSA agar plate per sample is placed into the MairT sampler 
and 1 cubic meter is sampled. The plate is incubated for 14 days in the respective incubator. 
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GENERAL CONTINUATION SHEET 

PRODUCT 

SAMPLE NUMBER 

SAMPLE TEST DAILY OBSERVATIONS 

THIO/SCD INCUBATION BEGAN! \ x 

FINAL RESULTS 
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GENERAL CONTINUATION SHEET 

PRODUCT 

SAMPLE NUMBER 


Sub t Medium Sub-cultured Date struck Date read MEA 

MacConkey Agar 

mTSA 

: 






r 1 1 j 1 









>]!■ ! AA& 



.klh— 

| 1 ! | f j ff-A 

A/.'r 
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A) 
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A As 
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a/,A 

A/ 6 
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/A r 

A/.; 


A/ V 

f/6 

j ! | j | ! 1 / !£* | f,/ 


"n ! ■ ; ; 1 T 7 Jit 



I V:. 


k(h 
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GENERAL. CONTINUATION SKEET_ 

PRODUCT ^ , 

~V TLA CAT ’ ±AlLZ^AA ^ > 4 f / 

SAMPLE NUMBER 

AYi^AT^ 

Bacteriosta - 

Starting Date:/-- ktosrZ. ' AA? Ahs: L 

Procedure: 1 00 cells spores or less of 
containing 1 00 mL of Fluid Thioglvcc 
cells'spores of each test organisms A- 
Casein Digest Broth and x.A" mLh 
were inoculated as above then incubai 

7 

IC AND FUNGISTASIS (Direct innoc 

V>/^/WV 

each test organisms 4;-2, 3. 5 ■■and# 
Hate medium and - T mL/g sa 
2, 3. 1. and-A\7ere*aaded to hordes 
sample produce Sinnfar sets of rt 
ed as described in sample test. 

uiation) ' 

t were added to bottles 
mple product: 1-100 or less 
containing 100 mL of Soybean 
tedia without sample product 


Test Organisms 

Media 

With Product 

Media 

Without Product 

Plate Counts 

THIO SCO 

THIO 

SCO 

Colony Forming Units/mL 

1 . Pseudomonas aeruginosa 



h/ 


ATCC # 9027 

6A^ 

iujA 

v sr-ypwz- 

2. Bacillus subtilis 

ATCC #6633 

A 

¥ 

aA 

G 

W 

3. Staphylococcus aureus 
ATCC# 6538 

S' Aty 

07 

" A/A 

¥ 

47 

aIA 

4. Candida albicans 

ATCC # 10231 

/(/4 

J6&£ 

1 m A 

¥ 


5. Clostridium sporogenes 
ATCC #11437 

A? 

N/A* 

¥ 

N/A* 

¥l 

6. Aspergillus Niger 

ATCC #16404 

N/A* 

4 

N/A* 

4 


Results: ^^/ //? A> Au¥^ 

A^r r , 5 . , 

CojArtfA/# A^r ^ <Af 

" N/A = NOT applicable: TEST not run 
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Denver District Food and Drug Admin Z-'f /& 

bioMerieux Customer: 02821 Laboratory Report Printed Nov 15, 2012 15:27 MST 

System #: C23158 Autoprint 

Report Version: 1 of 1 


Isolate Group: 717145 12 FTM-1 

Bionumber: 010000002061241 I Z~ 

Selected Organism: Staphylococcus capitis 


Comments: 


Identification 

information 

Card: GP 

Number: 2t22t3st0 

_ . Aug 18, 2013 13:00 

Expires: MDT 

„ , , J Nov 15, 2012 

Completed: 15:44 MST 

Status: Final 

S'" «o 

Selected Organism 

99% Probability Staphylococcus capitis 

Bionumber: 010000002061241 Confidence: yenlifklation 


SRF 

Organism 


[Analysis Organisms and Tests to Separate: 


Analysis Messages: 


Contraindicating Typical Biopattern(s) 


biochemical Details 


2 

AMY 


4 

PIPLC 


5 

dXYL 


8 

ADH1 


9 

BGAL 


11 

AGLU 


13 

APPA 


14 

CDEX 


15 

AspA 


16 

BGAR 


17 

AMAN 


19 

PHOS 


20 

LeuA 


23 

Pro A 


24 

BGURr 


25 

AGAL 


26 

PyrA 


27 

BGUR 


28 

AlaA 


29 

TyrA 


30 

dSOR 


31 

URE 


32 

POLYB 


37 

dGAL 


38 

dRIB 


39 

ILATk 

+ 

42 

LAC 


44 

NAG 


45 

dMAL 


46 

BACI 


47 

NOVO 


50 

NC6.5 

+ 

52 

dMAN 

+ 

53 

dMNE 

+ 

54 

MBdG 


56 

PUL 


57 

dRAF 


58 

0129R 

+ 

59 

SAL 


60 

SAC 


62 

dTRE 


63 

ADH2s 

+ 

64 

OPTO 


j 









□ 







Installed VITEK 2 Systems Version: 05.01 
MIC Interpretation Guideline: 

AES Parameter Set Name: 


Therapeutic Interpretation Guideline: 
AES Parameter Last Modified: 

Page 1 of 1 


FDA_E00412431 



£&>*'**? /&s4 


Denver District Food and Drug Admin 


- 7 /^' 


bioMerieux Customer: 02821 
System#: C23158 


Laboratory Report Printed Nov 15, 2012 13:30 MST 

Autoprint 
Report Version: 1 of 1 


Isolate Group: S. aureus 25923-1 
Bionumber: 050402023763231 
Selected Organism: Staphylococcus aureus 


Comments: 


Identification 

Information 

Card: GP 

h 0t . 242243940 

Number: 

Aug 18, 2013 13:00 
Expires: MDT 

„ , Nov 15, 2012 

Completed: 13:43MST 

Status: Final 

* na,ysis 4.00 hours 

Time: 

Selected Organism 

99% Probability Staphylococcus aureus 

„ . Excellent 

Bionumber: 050402023763231 Confidence: identifjcation 


SRF 

Organism 


I Analysis Organisms and Tests to Separate: 


Analysis Messages: 


[Contraindicating Typical Biopattern(s) 


'Biochemical Details 


|2 

AMY 

. 

4 

P1PLC 


5 

dXYL 


8 

ADH1 

+ 

9 

BGAL 


11 

AGLU 

+ 

13 

APPA 


14 

CDEX 


15 

Asp A 


16 

BGAR 


17 

AMAN 


19 

PHOS 

+ 

20 

Leu A 


23 

ProA 


24 

BGURr 


25 

AGAL 


26 

PyrA 

+ 

27 

BGUR 


28 

AlaA 


29 

TyrA 


30 

dSOR 


31 

URE 


32 

POLYB 

+ 

37 

dGAL 


38 

dRIB 


39 

ILATk 

+ 

42 

LAC 


44 

NAG 

+ 

45 

dMAL 


46 

BACI 

+_ 

47 

NOVO 


50 

NC6.5 

+ 

52 

dMAN 

+ 

53 

dMNE 

+ 

54 

MBdG 

+ _ 

56 

PUL 


57 

dRAF 


58 

0129R 

+ 

59 

SAL 


60 

SAC 

+ 

62 

dTRE 


63 

ADH2s 


64 

OPTO 


















Installed VITEK 2 Systems Version: 05.01 

MIC Interpretation Guideline: Therapeutic Interpretation Guideline: 

AES Parameter Set Name: AES Parameter Last Modified: 
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bioMerieux Customer: 02821 
System #: C23158 




Denver District Food and Drug Admin 


fib*' 11 ' 


Laboratory Report Printed Nov is, 2012 14:29 mst 

Autoprint 
Report Version: 1 of 1 


Isolate Group: S. pyogenes 19615-1 b Af?Z£- /^/5 

Bionumber: 051432364713671 

Selected Organism: Streptococcus pyogenes 


Comments: 


Identification 

Information 

Card: GP 

Number: 242243940 

_ . Aug 18, 2013 13:00 

Expires: MDT 

„ Nov 15, 2012 

Completed: 14;44 MST 

Status: Final 

£ na, y sis 5.00 hours 

Time: 

Selected Organism 

97% Probability Streptococcus pyogenes 

„ , Excellent 

Bionumber: 051432364713671 Confidence: identl fj ca tj 0n 


SRF 

Organism 


Analysis Organisms and Tests to Separate: 


Analysis Messages: 


Contraindicating Typical Biopattern(s) 

Streptococcus pyogenes BACI(21),ProA(14), 


'Biochemical Details 


2 

AMY 

- 4 

PIPLC 


5 

dXYL 



9 

BGAL 



|aglu 

+ 


A: 

s 14 

CDEX 


15 

AspA 


:0 iACA;- 

17 

AMAN 


L::.::;.2. 


20 

Imh 

* 

23 

ProA 

+ 

24 

?:<o 


26 1 ' V* *.A . 

26 

PyrA 






76 

/• A 


29 

TyrA 

+ 

' 5 

- 


::d ]: 

32 

POLYB 





! 


39 

ILATk 


42 

t AC 


44 inb tn 

46 

dMAL 


4A 

|bao 





50 

NC6.5 


52 



47 [dMNE i' 

54 

MBdG 






s\- 


► 58 

Q129R 


69 

SA1 j 


00 ’SAC 

62 

dTRE i 

jr; 

63 

IADH2s 

+ 


OPTO 

+ 1 















Installed VITEK 2 Systems Version: 05.01 
MIC Interpretation Guideline: 

AES Parameter Set Name: 


Therapeutic Interpretation Guideline: 
AES Parameter Last Modified: 
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Food and Drag Administration Office of Regulatory Aff* 5 -* 3 * 

Collection Report 

For Sample Number: 717145 11111111111111111 Micro 

MIC 

This is an accurate reproduction of the original electronic record as of 10/17/201 \~7 \ 45 56R814 


Flag Remarks 


Origin 
Domestic 
Date Collected 

10/17/2012 


Product Code 

64LCP74 


Compliance Num Country of Origin 

United States 

Related Smpl Num Position Class 
INV 

Dealer is Consumer Crx/DEA Schedule Recall Num 


Sample Type 
Official 

Responsible Firn 

Manufacturer 


Sampling District NDC Number 
ATL-DO , , 


FIS Smpl Num 

13206687 


Permit Number 


Status 

In Progress 


Storage Rqrmnt. 

Ambient 


Consumer Compl. Num Brand Name 

Triamcinolone A C (PF) 


Product Description 

Triamcinolone Acetonide (Preservative Free) 

roduct Label 

Each vial labeled in part: ** TRIAMCINOLONE AC (PF) 40MG/ML INJECT**Lot #081 7201 2@60 Dis 
2/1 3/201 3**SHAKE WELL***SDV***2ML***. 

Reason for Collection MFG Codes 

Meningitis/NECC Expanded Drug Product Sampling Assignment 08 1 720 1 2@60 

Address Type of Firm 

697WaverlySt Framingham, MA 01702- Manufacturer 
8589 US 

147 Hwy 24 Morehead City, NC 28557 US Dealer 

Est. Value Rcpt Type Carrier Name 

$ 795.00 FDA484 


Date fo/ i /Z 


No. of Pkg. 

Pkg. Type 


Location J 


[ -jcjpirci«i«Buyiic 


w* 


f irm Legal Name 

New England Compounding Center 


Cateret Medical Specialist 

Size of Lot 
53 (2ml) vials 

Description of Sample 

Triamcinolone AC (PF), 53 (2.ml) individual vials (40mg/ml). Lot # 08172012@60 
Method of Collection 
53 individual vials of triamcinolone w 


Firm FE1 FCE 

3003623877 


3009805276 

Date Shipped 


e collected from the firm's quarantine stock. These were all of the available vials. 


Collector's Identification on Package and/or Label 
717145 10/17/12 JPL" 

Sample Delivered To 

UPS Store, Morehead City, NC (1ZA5F87822 10000336) 


Collector's Identification on Seal 
"717145 10/17/12 James P. Lewis, Jr." 

Date Delivered Orig C/R & Records To 

10/17/2012 ATL-DO 


Document Number 

230347 


Document Date Document Type 

09/25/2012 Invoice 


Lab w/Split Sample 


Document Remarks 


Lab 

SAN-LAB 


Remarks 

Analyze for Sterility. Please send lab results tc 

Payment Amount Payment Method 

$0.00 No Charge 

Date: 10/17/2012 


704(d) Sample 702(b) Portion Collector's N ame 

No No James P Lewit 


Page: 1 of 3 


ANALYSES 

JrlOhcrobiology Seafood Filth 

— Decomposition Metals 

— Chemistry _ other _ 
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Food and Drug Administration Office of Regulatory Affairs 

Crslkct km Report 
For Sample N « m hers 7 \ 7 \ 4.1 

t '«•' :>• >Mi iU A i>K i ;n-i >A ■■■>.-. ?<\,e 5 a-. t>. : i f ' 7 !/ 

Continuation: 


How PreDared 

53 individual vials placed into brown paper bag. Bag identified as identified in the Collector's ID block, placed into plastic bag, 
identified as in the Collector's ID block and officially sealed as in the Collector's ID on Seal block. Sample placed in cardboard 
box with three other samples (717146, 717147 and 717148) and shipped via UPS to SAN lab. 


Date: 10/17/2012 


Page: 3 of 3 
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